From: Haggerty, Megan <Megan.Haggerty@fda.hhs.gov> 

Sent: Friday, September 28, 2012 2:38 PM 

To: Sands, Margaret M <Margaret.Sands@fda.hhs.gov>; Kreiter, Philip 

<Philip.Kreiter@fda.hhs.gov>; Degarmo, Stacey <Stacey.Degarmo@fda.hhs.gov> 
Subject: Fw: Aspergillus Meningitis/New England Compounding Center 

Attach: methylprednisolone 80mg pf.xls; NECC_Sample Recall Notice.pdf; New England 

Compounding Center.pdf; 20120928135121025.pdf 


Regards, 

Megan A. Haggerty 

Acting Director Investigations Branch 


New England District Office, Office of Regulatory Affairs 
United States Food and Drug Administration 
1 Montvale Avenue, Stoneham, Massachusetts 02180 


phone (781) 587-7465 

fax (781) 587-7556 

megan.haggerty@fda.hhs.gov 


From: Langello, Kimberly J 

Sent: Friday, September 28, 2012 02:12 PM 

To: Shamsi, Mutahar S; Scire, Nicholas J; Haggerty, Megan 

Cc: Wardwell, Amber 

Subject: FW: Aspergillus Meningitis/New England Compounding Center 

The customer list is attached. 


From: Coffey, James D (DPH) [mailto:james.d.coffey@state.ma.us] 

Sent: Friday, September 28, 2012 1:52 PM 
To: Wardwell, Amber; Langello, Kimberly J 

Cc: Pontikas, Jean (DPH); Penta, Samuel J (DPH); McKenna, Leo (DPH); Romm, Iyah (DPH); McHale, Eileen (DPH); 
Palmeri, Gail (DPH); DeMaria, Alfred (DPH) 

Subject: Aspergillus Meningitis/New England Compounding Center 


Amber, Kim, and Ben: 

As a follow up to our discussions regarding New England Compounding Center (NECC) (Framingham, Massachusetts), please refer to 
the attached information concerning the Methylprednisolone Acetate (PF) 80 mg/ml Injection matters. 

A voluntary product recall was initiated by NECC for the following three lots: 

Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #05212012@68, BUD 11/17/2012 
Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #06292012@26, BUD 12/26/2012 
Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #08102012@51, BUD 2/6/2013 

As discussed, we plan to share additional information w/you all as such becomes available. 


FDA_E00236938 




If additional information is necessary, please contact me at 617 973 0950. 
Sincerely, JD 
James D. Coffey 
Director 

Massachusetts Board of Registration in Pharmacy 

Department of Public Health 

Division of Health Professions Licensure 

239 Causeway Street, Suite 500, 5th Floor 

Boston, MA 02114 

iames.d.coffey@state.ma. us 

Telephone (617 973 0950) 

Facsimile (617 973 0980) 

Website: <http://www.mass.gov/dph/boards/pharmacy 
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New Er gland Compounding.Center 
697 Waverly Street 
Framingham, 01702 

FA)f COVER SHEET 

T Q : i 1 £ fj H £ A ftl i n fYfcj /! ^ g £/yui h 4 

Fax^SlH) 

From: New England Compounding Center 
Total Pages including cover: 3 


60/20 3SVd 
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New England Compounding Center 
697 Waverly Street 
framingham, 01702 

URGENT 

VOLUNTARY PRODUCT RECALL 

September £6,- 2012 


Dear Allegheny Pain Management, j . 

Product Description: MethylprednisoloneJ Acetate (PF) 80 mg/mL Injection . . . .. 

Lot Number; 05212012(368 
Quantity: 125 
Expiration: 11/17/2012 
Date Dispensed: 6/11/2012, 7/11/2012 

Lot Number; 08102012@51 
Quantity: 50 

Expiration: 02/06/2012 j 

Date Dispensed; 9/13/2012 I 

The above referenced product is being voluntarily recalled. The voluntary recall has been initiated due 
to the potential forforeign particulate matter within the vial, 

if you have .sny of the above lot(s) on harjd, immediately segregate and quarantine the material. Please 
annotate op the attached form the current status of these lot(s) in your facility and fax the form to New 
England Compounding Center at'508-820j-161S. Once the form has been returned to New England 
Compounding Center, we will contact you to arrange for return of all materials. 

Wethankyou for your cooperation, and ppologizeforany inconvenience. If you have further questions 
regarding tfiis recall, please contact our Pharmacy Department at 800-994-6322. 


Sincerely, 

New England Compounding Center 


60/80 39tfd 


003N 


9I9T02880S 


Efc^ET 2T0S/95/60 
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island Compounding Center 
697 Waverly Street 
Framingham, 01702 


VOLUNTARY PRODUCT RECALL RESPONSE FORM 


Lot Number: P5212012@6S 
Quantity: 125 
Expiration: 11/17/2012 
Date Dispersed: 6/11/2012, 7/11/2012 

Lot Number; 0S1Q2Q12@51 
Quantity: 50 
Expiration: 02/06/2012 
Date Dispensed: 9/13/2012 

( ) We do fiot have any of the above product remaining in our facility. 

( )■ We haye-the following number vials of the above lot(s) remaining in our facility. This material has 
been segregated and quarantined. 

Lot .Number: 05212012@68 

Lot Number: 08102012@51 


Name; 

Facility Name: 
Address: 

Signature: 


60/60 39Vd 
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ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY', OK 73104 
PHONE {405) 271 -1144 
FAX (4051 271-1174 


' " 1 i 

CL ENT : New Engi-md Gsaptrandfeg Cenier-MA. 


ARL •#: I805094I 

LO T #: 06B2012@26 

DESCRIPTION; Mf^jylpsdnisoicsve AC ffl sag/ j»L fefeeHoa 

DATE RECEIVED: 07/03/25)12 
STORAGE; 20*0 to 25 S C (6S°F to 7TF) 

CONTAINER; Two 5 nut amber vials 



jA/05/2812 


Atex Ts«g - Lskatoory Supervisor Dafe Feporsed 
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ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHOME (40$) 271-1 144 
FAX £405) 271-4174 


MIerciMolegy Report 

CLIENT: AewfeglaM Coaspssscsdteg Deafa-MA 


ARL #; 180509-01 

lot' #: mmmm£ 

DESCRIPTION: Afetbylprsdnisolone AC (PS) 80 mg/stoL &tj*ciior. 

DATE RECEIVED: 07/08/2812 
STORAGE: .«fC to 25°C (T8 S F to ?’AF) 

CO KiTADJ ER: Two 5 mh amber vials 


ANALYSIS 

Limits 

Rss 

''"""•I 

Sfenle / toot Ssadte 

m 

Ir4iX»sbi i 

: LIS 

<3451 


Sampfe po3pwtiss w.k& tSitosdbv to grcwfn smdis. Stor t-SP 1 ) ; a&Kipto wsSS to ^ 

days sftoctoraitoa asd CraAsstoto feri addtoosto days 


4 iwn?/?mz 

Assar Arafat - iMtsxMoiagisi ^potoad 

Stamp - It .'Jay mWp tapes, At jmcw&h** w&ft «w £ISP igmtmttaj *» wS? to iteyttosil to-" M tosa 


feffifef «£«*«' towe to/ifft miy ts flit ssssyle tow was Sstosf. 
Pass 1 to J 
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ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUSIE 54S 
OKLAHQ14A CITY, OK 73104 
PHONE HOS) 371-1144 
PAX {405'f 271-1174 


Certificate Of Analysis 

CLi ENT: New England Companding Cenam-MA 


mi #: 176896-01 

LOT #: SS212Gim8 

D£$CRiPT! ON : Methyipxedxtlsolstttis AC (PF) SO nvg/mL Injs ctfcn 

DATE RECEIVED: 05/22/2012 
STORAGE; 26“€ teCRC 6AHF te RAF) 

CONTAINER: TwoS mLsmte'daia 


Ttei 
Tv' V ACX> 
HUT 


iLdL _ TO U.. < 

ales lang - Usbons&sy $»penrte©y • JM& fepom-d fitaa dirr-SX- *m> <$i« 


Analyte / Specifications 


vltveiinisolorn' A ' state 
fej gdtete 8«90% ■ rm i 


Expected j 
Amount I 
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ANALYTICAL RESEARCH LABORATORIES 

64-3 RESEARCH PARKWAY, SUIT! ■ 548 
OKLAHOMA CITY, OK 73104 
PHQRE {405} 277-11 44 
FAX 1405) 277 “7174 


Microbiology Report 

CLIENT: New England CVmpo&ndssig Gsnter-MA 


ARL #; t?»Wi 
LOT #; 05212.012@SR 

DESCRIPTION: Mefeylpjrednisolong AC (FJP) 86 sag/ast Injection 

DATE RECEIVED; 05/22/2012 
STORAGE: 20 B C to 25®C (68 S F to TAP) 

CONTAINER: Two 5 mL ante vials 



(jm#? £ I^A 

§ Qk/m/mz 

Asiar Asafei - Mfaofetogist Date Reposted 

i'fefifto “ » As? ht *M Sl»t USPssSMsxi, tits mm A to /<f ,%s. 


tfisre wiste frviy w* &W xyst i 

PfiSft 1 <J? 2 
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Coffey, James D (DPH) 

From: Greg Conigliaro [gconigliaro@medicalsalesmgmt.com] 

Sent: Friday, September 28, 2012 12:18 PM 

To: Coffey, James D (DPH) 

Cc: Barry Cadden 

Subject: VOLUNTARY METHYLPREDNISOLONE ACETATE (PF) RECALL UPDATE #1 


Dear Director Coffey, 

We have completed the faxing of the Notice of Voluntary Product Recall and Voluntary Product Recall Response Forms 
to (75) facilities as of end of day on Wednesday. We have received back (43) of the response forms so far and began 
making calls to each facility that had not yet sent back their form yesterday morning. In addition, facilities with 
confirmed quarantined vials are being sent a FedEx label so they may send back all vials to NECC. So far (56) FedEx 
labels have been sent. 

We have quarantined the following at NECC: 

(231) Methylprednisolone Acetate (PF) 80 mg/ml Injection 5 ml vials LOT #08102012@51 
(738) Methylprednisolone Acetate (PF) 80 mg/ml Injection 1 ml vials LOT #08102012@51 

We have received back two packages of quarantined vials from facilities to date as follows: 

Orlando Center for Outpatient Surgery 

(37) Methylprednisolone Acetate (PF) 80 mg/ml Injection 1 ml vials LOT #08i02012@51 
Interventional Rehab Center 

(100) Methylprednisolone Acetate (PF) 80 mg/mi Injection 1 ml vials LOT #08102012 @51 
Many more return packages are on route and will be cataloged upon receipt. 

So far, we have not received any verified reports of adverse patient reactions directly linked to our compounded 
Methylprednisolone Acetate (PF). It is our understanding that the CDC is contacting all of the facilities on the list 
provided to you by NECC to formally collect this information by end of business today. 

We are in the process of collecting all of our Media Fill Results, Environmental Testing Results (air, surface and 
personnel). Cleaning Logs and Hood Certifications from May 1st, 2012 to date. A large number of additional 
supplemental environmental tests were collected on Wednesday, September 26, 2012 while the MA BOP inspectors 
were present at NECC and we expect the results to be ready this Monday. Our intention is to send all of this paperwork 
to you by end of business on Monday. 

We have not restarted the compounding of Methylprednisolone Acetate (PF). We continue to compound all other 
sterile and non-sterile medications offered by NECC. 

Although it remains to be seen if NECC's compounded Methylprednisolone Acetate (PF) is in any way related to the 
issues identified at St. Thomas Outpatient Neurosurgical Center, we have taken all of these voluntary proactive 
measures to ensure patient safety. 

As we receive back the quarantined vials, perform a full accounting of all vials from the three lots and continue our 
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internal review of our Quality Systems we will provide additional updates as they become available. 
Sincerely, 

NEW ENGLAND COMPOUNDING PHARMACY, INC., D/B/A NEW ENGLAND COMPOUNDING CENTER 
// sig// 

Barry J. Cadden, RPh, PIC, President 
Gregory A. Conigliaro, VP and GM 

On Sep 28, 2012, at 10:36 AM, "Coffey, James D (DPH)' 1 <james.d.coffey@state.ma.us> wrote: 


>Barry/Greg: 

> 

> Please provide an update regarding the status of the voluntary recall, laboratory testing, quantity of distributed 
product NECC has received back to date following the voluntary recall, the total amount of product (identified lot nos.) 
in quarantine at NECC (not distributed), and whether NECC has received any reports of adverse patient reactions from 
any of the facilities that received product. 

> Also, please (1) re-confirm that NECC has ceased compounding all Methylprednisolone Acetate products; and (2) 
detail any sterile compounding (products) currently occurring at NECC. 

> Please provide this information as soon as possible. 

> 

> Thanks for your attention and cooperation. 

> 

> Sincerely, JD 

> 

> James D. Coffey 

> Director 

> Massachusetts Board of Registration in Pharmacy Department of Public 

> Health Division of Health Professions Licensure 

> 239 Causeway Street, Suite 500, 5th Floor Boston, MA 02114 

> 

> james.d.coffey@state.ma.us 

> Telephone (617 973 0950) 

> Facsimile (617 973 0980) 

> Website: <http://www.mass.gov/dph/boards/pharmacy 


> — Original Message 

> From: Greg Conigliaro [mailto:gconigliaro@medicalsalesmgmt.com] 

> Sent: Wednesday, September 26, 2012 2:59 PM 

> To: Coffey, James D (DPH); Manning, Susan (DPH) 

> Cc: Penta, Samuel J (DPH); Pontikas, Jean (DPH) 

> Subject: Spreadsheet showing 3 lots of Methylprednisolone 80mg pf 
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Coffey, James D (DPH] 


From: Greg Conigliaro [gconig!iaro@medica[salesmgmt.com] 

Sent: Wednesday, September 26, 2012 2:48 PM 

To: Coffey, James D (DPH); Manning, Susan (DPH) 

Cc: Penta, Samuel J (DPH) 

Subject: METHYLPREDNISOLONE 

> Dear Mr. Coffey, 

> 

> Following the conference call held yesterday with the MA BOP, MA DPH, TN DPH and CDC regarding 
Methylprednisolone compounded by New England Compounding Pharmacy, Inc., d/b/a New England Compounding 
Center ("NECC") and provided to St. Thomas Surgery Center, we have taken the following steps: 

> We ceased compounding of all Methylprednisolone Acetate (PF). 

We quarantined all remaining vials of these lots still in NECC's possession. 

> 

> We initiated a Voluntary Recall for the following lots: 

> Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #05212012@68, 

> BUD 11/17/2012 

> 

> Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #06292012@26, 

> BUD 12/26/2012 

> Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #08102012@51, 

> BUD 2/6/2013 

> 

> We immediately called each facility that received any of the above lots. In many cases we spoke to a representative 
and in other cases we left a message. We have not received any reports of adverse patient reactions from any of these 
other facilities. We are in the process of faxing a Notice of Voluntary Product Recall as well as a Voluntary Product 
Recall Response Form, in accordance with NECC Standard Operating Procedure 9.070 "Recall of Compounded Product", 
to all of these facilities. We expect to complete this notification process by end of business today. 

> 

> As per our internal Standard Operating Procedures, we have initiated a full investigation, including a top to bottom 
review of our compounding procedures, quality systems, facilities, equipment and environment to determine if any 
issues are present. We have also initiated a top to bottom cleaning and extensive environmental testing of the sterile 
compounding areas. 

> 

> These steps have been taken as conservative measures to ensure patient safety. 

> We will keep you informed of the results of our investigation as it unfolds. 

> Sincerely, 

> 

> NEW ENGLAND COMPOUNDING PHARMACY, INC. D/B/A NEW ENGLAND COMPOUNDING 

> CENTER 

>//sig// 
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> Barry J. Cadden, RPh, PIC, President 

> Gregory Conigliaro, VP and GM 
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Coffey, James D (DPH) 

From: Coffey, James D (DPH) 

Sent: Wednesday, September 26, 2012 7:1 3 PM 

To: DeMaria, Alfred (DPH) 

Subject: Re: METHYLPREDNISOLONE 


Thank you very much for the feedback Dr. DeMaria. 
We value your insight and guidance in this matter. 
Sincerely, JD Coffey 


Original Message 

From: DeMaria, Alfred (DPH) 

Sent: Wednesday, September 26, 2012 06:41 PM 

To: Pontikas, Jean (DPH); 'Bip5@cdc.gov' <Bip5@cdc.gov>; McHale, Eileen (DPH); Romm, lyah (DPH); Biondolillo, 
Madeleine (DPH); Palmeri, Gail (DPH); Vostok, Johanna (DPH); Kludt, Patricia (DPH) 

Cc: Coffey, James D (DPH); Manning, Susan (DPH); Penta, Samuel J (DPH); McKenna, Leo (DPH); Frisch, William (DPH); 
Lathum, Cheryl (DPH) 

Subject: RE: METHYLPREDNISOLONE 

It looks like none of this product was shipped to Massachusetts patients. I think that Tennessee is busily at work on 
the investigation, and it makes sense that cases are in Nashville, considering they are the biggest user of the product. 
There may be many more cases out there that have not been recognized, and with a long incubation period possible, 
more cases to come. Assuming that one unit is one patient (and it is not because patients get multiple doses), then the 
attack rate could be 1 per 100 to 1 per 200 patients, so many places may have 0-1 cases. There amy also be a dose 
response factor. I expect that in a few days, TN will have a more definitive idea of causation and an Epi-X alert will go 
out to the other states to follow up with the clinics on the list. I think MA has done all that can be done now, and the 
voluntary recall will attract attention of pruduct users. I look forward to hearing about operations in Framingham. 


From: Pontikas, Jean (DPH) 

Sent: Wednesday, September 26, 2012 3:22 PM 

To: 'Bip5@cdc.gov'; DeMaria, Alfred (DPH); McHale, Eileen (DPH); Romm, lyah (DPH); Biondolillo, Madeleine (DPH); 
Palmeri, Gail (DPH); Vostok, Johanna (DPH); Kludt, Patricia (DPH) 

Cc: Coffey, James D (DPH); Manning, Susan (DPH); Penta, Samuel J (DPH); McKenna, Leo (DPH); Frisch, William (DPH); 
Lathum, Cheryl (DPH) 

Subject: RE: METHYLPREDNISOLONE 

- Here it is with the attachments - 

Hi All, 

Please see the following: 

1) Email below from New England Compounding Pharmacy which outlines the actions New England Compounding 
Pharmacy has initiated, including voluntary product recall of specified lots, in response to the information shared with 
them during yesterday's telephone conference. 
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2) Attached spreadsheet provided by NECC this afternoon which lists the facilities that received shipments of 
methylprednisolone from identified lots. 

3) Attached sample of the NECC's Notice of Voluntary Product Recall that is being sent to customers. 

Al, will you share with Tennessee? Please advise on next steps from your perspective once you have reviewed this 
information. 

Thanks. 

Jean Pontikas 

Director, Division of Health Professions Licensure Massachusetts Department of Public Health 
239 Causeway Street, Suite 500, 5th Floor Boston, MA 02114 
Telephone: (617)973-0941 
Fax: (617)973-0983 


Original Message — 

From: Greg Conigliaro [mailto:gconigliaro@medicalsalesmgmt.com] 

Sent: Wednesday, September 26, 2012 2:48 PM 
To: Coffey, James D (DPH); Manning, Susan (DPH) 

Cc: Penta, Samuel J (DPH) 

Subject: METHYLPREDNISOLONE 

> Dear Mr. Coffey, 

> Following the conference call held yesterday with the MA BOP, MA DPH, TN DPH and CDC regarding 
Methylprednisolone compounded by New England Compounding Pharmacy, Inc., d/b/a New England Compounding 
Center ("NECC") and provided to St. Thomas Surgery Center, we have taken the following steps: 

> 

> We ceased compounding ofal! Methylprednisolone Acetate (PF). 

We quarantined all remaining vials of these lots still in NECC's possession. 

> 

> We initiated a Voluntary Recall for the following lots: 

> 

> Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #05212012@68, 

> BUD 11/17/2012 

> Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #06292012@26, 

> BUD 12/26/2012 

> Methylprednisolone Acetate (PF) 80 mg/ml Injection, Lot #08102012@51, 

> BUD 2/6/2013 

> 

> We immediately called each facility that received any of the above lots. In many cases we spoke to a representative 
and in other cases we left a message. We have not received any reports of adverse patient reactions from any of these 
other facilities. We are in the process of faxing a Notice of Voluntary Product Recall as well as a Voluntary Product 
Recall Response Form, in accordance with NECC Standard Operating Procedure 9.070 "Recall of Compounded Product", 
to all of these facilities. We expect to complete this notification process by end of business today. 
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> As per our internal Standard Operating Procedures, we have initiated a full investigation, including a top to bottom 

review of our compounding procedures, quality systems, facilities, equipment and environment to determine if any 
issues are present. We have also initiated a top to bottom cleaning and extensive environmental testing of the sterile 
compounding areas. ’ 

> 

> These steps have been taken as conservative measures to ensure patient safety. 

> We will keep you informed of the results of our investigation as it unfolds. 

> Sincerely, 

> 

> NEW ENGLAND COMPOUNDING PHARMACY, INC. D/B/A NEW ENGLAND COMPOUNDING 
> CENTER 

> 

> //sig// 

> 

> Barry J. Cadden, RPh, PIC, President 

> Gregory Conigliaro, VP and GM 
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